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§Appl.No. 10/054,935 

Amdt. dated April 20, 2004 

Reply to Office Action of, January 28, 2004 



REMARKS 

In a teleconference with Examiner Ungar on April 20, 2004, it was agreed that the Examiner 
would call the undersigned prior to issuing an Office Action in the above-identified application. 

Rejection under 35 USC §101 

4. Attached is the executed declaration by Dr. Zairen Sun. This declaration was provided earlier, 
although it had not been signed. This declaration provides additional evidence using RT-PCR 
technology that the claimed polynucleotides are up-regulated in breast cancer tissues when 
compared to normal breast tissues. See, e.g., Paragraph No. 5 of Dr. Sun's declaration. 

Rejection under 35 USC §112 

5-6. On Page 4 of the Office action, the examiner continues to allege that claim 3 and others are 
not in conformance with § 1 12, first paragraph. 

The claim specifically recites the following about the claimed polynucleotide (and the 
polypeptide it encodes): "97% or more nucleotide sequence identity", "having 614 amino acids", 
"has transcriptional regulatory activity", and "is up-regulated in a human breast cancer." The 
specification coupled with a skilled worker's knowledge provides adequate guidance to make 
and use the invention without undue experimentation, e.g., to determine polynucleotides within 
the scope of the claim. "To be enabling, the specification of the patent must teach those skilled in 
the art how to make and use the full scope of the claimed invention without 'undue 
experimentation.'" Genentech Inc. v. Novo Nor disk A/S, 108 F.3d 1361, 1365 (Fed. Cir. 1997) 
(quoting In re Wright, 999 F.2d 1557, 1561 (Fed. Cir. 1993)). 

The first paragraph of 35 U.S.C. §112 effectively requires that "the scope of the claims 
must bear a reasonable correlation to the scope of enablement provided by the specification to 
persons of ordinary skill in the art." In re Fisher, All F.2d 833, 839 (CCPA 1970). To 
determine whether there is a reasonable correlation between the scope of the claims and the 
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scope of enablement, the degree of predictability of the relevant art may need to be considered. 
See, Plant Genetic Systems, N. V. and Biogen, Inc. v. Dekalb Genetics Corporation, 315 F.3d 
1335 (Fed. Cir. 2003). 

The present application provides a polynucleotide sequence, methods of nucleic acid 
detection (e.g., beginning on Page 15, line 12), and methods of measuring transcriptional activity 
(e.g., Page 3, lines 10-25). Methods of hybridization can be used to detect sequences which 
hybridize under high stringency conditions to the sequence set forth in SEQ ID NO:l. In view of 
this disclosure and the mature state of the art, it is evident that the skilled worker at the time the 
application was filed could routinely determine other polynucleotides which fall within the scope 
of the claims. It would be completely predictable that such polynucleotides (e.g., 
polymorphisms, etc.) could be isolated using conventional techniques. 

According to the M.P.E.P 2164.04: "In order to make a rejection, the examiner has the 
initial burden to establish a reasonable basis to question the enablement provided for the claimed 
invention. In re Wright, 999 F.2d 1557, 1562, 27 USPQ2d 1510, 1513 (Fed. Cir. 1993) 
(examiner must provide a reasonable explanation as to why the scope of protection provided by a 
claim is not adequately enabled by the disclosure). A specification disclosure which contains a 
teaching of the manner and process of making and using an invention in terms which correspond 
in scope to those used in describing and defining the subject matter sought to be patented must be 
taken as being in compliance with the enablement requirement of 35 U.S.C. 1 12, first paragraph, 
unless there is a reason to doubt the objective truth of the statements contained therein which 
must be relied on for enabling support." The examiner has not identified a single specific, 
substantial, or credible reason as to why the scope of enablement is exceeded, and has therefore 
failed to meet the burden of setting forth the enablement rejection. 

Moreover, Applicant has amended the claims to recite specific hybridization conditions. 
Support for this amendment can be found in specification, e.g., Page 10, lines 1-5. This claim 
type has been determined by the Patent Office to meet the requirements of §1 12, first paragraph. 
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See, Example 9 of the Written Description Guidelines. 

As far as the rejections relating to the phrase "complement thereto," Applicant has 
amended the claims in the manner suggested by the examiner. Such amendment does not change 
the scope of the claims since the skilled worker would have reasonably construed the original 
term ("complement") in the claims to have the same scope as the substituted phrase ("complete 
complement"). 

Nonetheless, a search of the of the PTO patent database revealed 2340 DNA patents 
which used the term "complement thereto" in the claims, and only 32 patents which recited the 
examiner's preference "complete complement thereto." See, Exhibit 1. Many of these patents 
refer to a sequence identification number ("SEQ ID NO"), and then to the complement of it. It 
is not logical that the claimed complement would be broader the sequence associated with its 
identifier, and therefore, it is evident that the term "complement" as utilized in over 98% of the 
patents in Exhibit 2 is understood to mean "complete complement," making the amendment 
unnecessary. 

7. It has been conceded by the examiner that SEQ ID NO: 1 has an adequate written description 
(Page 6: "although the Written Description of SEQ ID NO:l is clear"). However, the examiner 
has taken the position that no fragment of this described SEQ ID NO:l has a written description. 
This includes fragments: 

(1) coding for amino acids 1-263 of SEQ ID NO:2 (claim 6); 

(2) coding for amino acids 459-614 of SEQ ID NO:2 (claim 6) 

(3) for a polypeptide comprising at least eight amino acids in length (claim 8) 

(4) specific for human Urb-ctf and comprising certain amino acid positions recited in 
SEQ ID NO:2 (claim 5) 

(5) having the characteristics of (4) and which are also effective as a primer in a 
polymerase chain reaction (claim 7) 
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These claims are in conformance with the written description requirement. First, all of 
these claims are original claims and are described in the specification as filed. Therefore, they 
necessarily have a written description. Secondly, the Court of Customs and Patent Appeals 
(predecessor to the Federal Circuit) has held that a broad range provides adequate written 
description of a narrower range. In In re Wertheim, 191 USPQ 90 (CCPA 1973), the Applicant 
for a patent had described a broad range of 25% to 60% solids in a Swiss patent application. A 
claim was added during the U.S. filing to a range "between 35% and 60%." The Patent Office 
rejected this claim as lacking a written description. On appeal, the court reversed the Patent 
Office's decision, holding that the skilled worker would have considered processes employing a 
35-60% range to be part of the Applicant's invention. 

Analogously, the skilled worker would have recognized that any fragment of the 
described SEQ IS NO: 1 (or NO:2) is part of Applicant's invention. The examiner has not 
provided any specific explanation as to why Applicant does not have possession of fragments 
(l)-(5) summarized above, nor has the examiner distinguished between the various fragment 
types. 

10. Claim 3 has been amended to recite that the "full-length human Urb-ctf ' is "having 614 
amino acids." This would have been understood from reading the specification, since the latter 
protein was described as having such length. 

Rejection under 35 U.S.C. §102 

8. The claims have been amended to recite the "complete complement thereof." Therefore, it is 
believed that this rejection is now moot. This amendment, as stated above (Paragraph No. 5-6), 
does not change the claim scope in any way. 



12 



ORIGEN-0015 



§Appl.No. 10/054,935 

Amdt. dated April 20, 2004 

Reply to Office Action of, January 28, 2004 

9. Claims 5 and 7 remain rejected under Section 102(b) as allegedly anticipated by Konno et al. 

It was stated in the Office action that "Applicant has chosen not to submit said evidence" 
to prove the claimed product is different from that allegedly taught by the prior art. 

This was not the intended case. The information to make such distinction was in the 
application as originally filed. Kono et al. refers to GenBank entry AL049450. See Office action 
dated July 30, 2003, Page 27. The latter GenBank entry is specifically referenced in the 
Specification on Page 2, line 30 and compared to the SEQ ID NO:2 in Fig. 1 as filed. AL049450 
is also known as XM_058887. Fig. 1 clearly shows the differences between the two sequences at 
the claimed positions. 

In view of the above remarks, favorable reconsideration is courteously requested. If there are 
any remaining issues which could be expedited by a telephone conference, the Examiner is 
courteously invited to telephone counsel at the number indicated below. 

The Commissioner is hereby authorized to charge any fees associated with this response or 
credit any overpayment to Deposit Account No. 13-3402. 



MILLEN, WHITE, ZELANO 

& BRANIGAN, P.C. 
Arlington Courthouse Plaza 1, Suite 1400 
2200 Clarendon Boulevard 
Arlington, Virginia 22201 
Telephone: (703) 243-6333 
Facsimile: (703)243-6410 
Attorney Docket No.: ORIGEN-0015 

Date: April 20, 2004 




Richard M. Lebovitz, Reg. No. 37,067 
Attorney for Applicant(s) 
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In re Application of: SUN et al. 

Serial No.: 10/054,935 Examiner: Susan Ungar, Ph. D 

Filed: January 25, 2002 Group Art Unit: 1642 

For: BREAST CANCER TRANSCRIPTION FACTOR GENE AND USES 




^ i 0 UK* g j Declaration Under 37 C.F.R. SI. 132 



7**0** 1 . I, Zairen Sun, Ph.D., am an inventor of the subject matter described and claimed in the 
above-identified U.S. Patent Application which is assigned to OriGene Technologies. I am 
also Director of Research and Development of OriGene Technologies, Inc 

2. The following experiments were performed by me, or under my supervision. 



3. Polyadenylated mRNA was isolated from normal breast and breast cancer tissue samples, 
and used as a template for first-strand cDNA synthesis. Samples were obtained from 12 
different breast cancers, and 12 different normal breasts. The resulting cDNA samples were 
normalized using beta-actin as a standard. For the normalization procedure, PCR was 
performed on aliquots of the first-strand cDNA using beta-actin specific primers. The PCR 
products were visualized on an ethidium bromide stained agarose gel to estimate the quantity 
of beta-actin cDNA present in each sample. Based on these estimates, each sample was 
diluted with buffer until each contained the same quantity of beta-actin cDNA per unit 
volume. 



4. To detect gene expression, PCR was carried out on aliquots of the normalized tissue 
samples using oligonucleotide primers specific for BCU1041 : 
ATTCTTGATGCCCCTATCTCAAGAGGAA (forward primer), and 
GAACATGGCAGGTGAGTAAAAGTTGACC (reverse primer). The reaction products 
were loaded on to an agarose (e.g., 1.5-2%) gel and separated electrophoretically. The lane 
at the far left of each panel contains molecular weight standards. See, attached Fig. 1 . 



5. As shown in attached Fig. 1, significant up-regulation of BCU1041 was observed in at 
least 8 of the 12 different tissue samples from breast cancers. The arrow indicates the 
expected position of the amplified segment of BCU1041 mRNA. In contrast, this product 
was absent in the normal breast cancer tissues. 

6. I declare further that all statements made in this Declaration are of my own knowledge 
and are true and that all statements were made with the knowledge that willful false 
statements and the like. so made are punishable by fine or imprisonment, or both, under 1001 
of Title 18 of the United States Code, and that such willful false statements may jeopardize 
the validity of the application or any patent issuing thereon. 
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